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Basic Information

4.2.1 Manufacturers Name (Ultrasound Scanner): Hitachi Medical Corporation

Address: Hitachi Kamakurabashi Bldg., 1-1-14
Uchi-kanda, Chiyoda-ku
Tokyo 101-0047 Japan

Corresponding Official: Doug Thistlethwaite
Manager, Regulatory Affairs

Address: Hitachi Medical Systems America, Inc.
1959 Summit Commerce Park
Twinsburg, Ohio 44087

Telephone: (330) 425-1313

4.2.2 Initial Distributor (Ultrasound Scanner): Hitachi Medical Systems America, Inc.

Address: 1959 Summit Commerce Park
Twinsburg, Ohio 44087

Telephone: (330) 425-1313

4.2.3 Device Name: EUB-6500 Diagnostic Ultrasound Scanner

4.2.4 Common Name: Diagnostic Ultrasound Unit

4.2.5 Classification

Regulatory Class: Class II

Review Category: Tier II

FR Number Product Codes

Ultrasonic Pulsed Echo and Pulsed Doppler 892.1550 90-IYN
Imaging System

Diagnostic Ultrasound Transducer 892.1570 90-ITX

4.2.6 Establishment Registration Number: Hitachi Medical Corp. (Japan) 8030405

Hitachi Medical Systems America, Inc. (USA) 1528028

4.2.7 514 Performance Standards: None

4.2.8 Special Controls: Special Report - to be filed at a later date

4.2.9 Prescription Status: Prescription Device

4.2.10 Manufacturing Location (Ultrasound Hitachi Medical Corporation - Kashiwa Works
Scanner): 2-1 Shintoyofuta

Kashiwa-shi, Chiba-ken
277-0804 Japan

4.2.11 Sterilization Site(s): N/A Device is not shipped as sterile.

4.2.12 Reason for Submission: Modification to existing product

4.2.13 TRACK Followed for Submission: Track 3

HITACHI Medical Systems America, Inc.
© 2005 All Rights Reserved Page 1 of 1



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

DEC 9 2005 Rockville MD 20850

Hitachi Medical Corporation
% Mr. Doug Thistlewaite
Manager, Regulatory Affairs
Hitachi Medical Systems America, Inc.
1959 Summit Commerce Park
TWINSBURG OH 44087

Re: K053258
Trade Name: EUB-6500 Diagnostic Ultrasound Scanner

Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system

Regulation Number: 21 CFR 892.1560
Regulatory Name: Ultrasonic pulsed echo imaging system

Regulatory Number: 21 CFR 892.1570
Regulatory Name: Diagnostic ultrasonic transducer
Regulatory Class: II
Product Code: IYN, IYO, and ITX

Dated: November 14, 2005
Received: November 22, 2005

Dear Mr. Thistlewaite:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the

Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for

use with the EUB-6500 Diagnostic Ultrasound Scanner, as described in your premarket

notification:

Transducer Model Number

EUP-B514 EUP-C314G

EUP-C312T EUP-C511
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EUP-C516 EUP-L65
EUP-C524 EUP-053T
EUP-C532 EUP-R54A- 19

EUP-CC531 EUP-R54A-33
EUP-CV524 EUP-R54AW- 19
EUP-F334 EUP-R54AW-33
EUP-L34T EUP-S50
EUP-L52 EUP-S50A
EUP-L53 EUP-S52

EUP-L53L Fujinon SP711

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),

it may be subject to such additional controls. Existing major regulations affecting your device

can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping

the first device, you submit a postclearance special report. This report should contain complete

information, including acoustic output measurements based on production line devices, requested

in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers

Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special

report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved

levels), then the 5 10(k) clearance may not apply to the production units which as a result may be

considered adulterated or misbranded.

The special report should reference the manufacturer's 510(k) number. It should be clearly and

prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

This letter will allow you to begin marketing your device as described in your premarket

notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus permits your device to

proceed to market.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.2ov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212.

Sincerely yours,

Nan~cy C.~ Bgdon
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

General Specific B M PWD CWD Color Combined* Other**('Track [ only) (Tracks I & iI) Doppler (Spec.) (Spec.)Ophthalmic Ophthalmic
Fetal P P P P pI P
Abdominal Pa Pa Pa Pa Pa Pa PaIntra-operative (Spec.) Pb Pb Pb Pb Pb
Intra-operative (Neuro.) P P p
Laparoscopic P p p p p p
Pediatric P PSmall Organ (Spec.) Pd Pdd
Neonatal Cephalic p P p P p pFetal Imaging Adult Cephalic p p p p p P p& Other Trans-rectal Ph Ph Ph Ph Ph Ph
Trans-vaginal pf pf pf Pf Pf PfTrans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) P p p p p PMusculo-skel. (Supertic.) P P
Intra-luminal
Other (spec.)
Cardiac Adult p p p p pCardiac Cardiac Pediatric p p p
Trans'esophageal (card.) P Pg gpgp p g p
O ther (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

P = Previously Cleared, K013723
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
'Amplitude Doppler, Harmonic Imaging and 3D Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript 'b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript "f": Includes imaging for guidance of transvaginal biopsy.
Subscript 'g": For pediatric patients.
Subscript 'h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproductive, Abdominal, ENT,
and Radiological Devices

510(k) Number: ____ _

Prescription Use



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-B514

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

General Specific B M PWD CWD Color Combined* Other**
(track I only) (Tracks I & iII) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal E E E E E E
Abdominal Ea Ea Ea Ea E a Ea
Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (card.)
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

E -Added under Appendix E
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript 'T': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(1fvisio 4[Sg-f0 0
Division of Reproducti~e, Abdomimal, EN [,-

and Radiological Devices

510(k) Number: a_5_ _ if8-

Prescrlition 'Use_



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: EUB-6500
Transducer: EUP-C312T

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode o 'peration

Geeral Specific, B M PWD C D Color Co~mbnd Ote*

(Track I only) ('Tracks I & llt) Doper (Spec.) (Spec.)

Ophthalmic Ophothalmic _____

Fetal E E E -E E E

Abdomina~l E En EEnaBa
Intra-operative (Spec.) - - -

Intra-operative (Neuro.) ______

Laparoscopic- - - EB

Pediatric E E E

Small Organ (Spec.) I I Ed Ed Ed Ed

Neonatal Ce~phalic- - - -

Fetal Imaging Adult Cehalic --

& Other Trans-recta __ - -

Trans-vag~inal . - - -

Trans-urethral- - -

Trans-esoph. (,non-Card.)
Musculo-skel. (Convent.)
Musculo-ske1.(S-u-pe-r-fic-.)
Intra-luminal
Other (spec.)______

Cardiac Adult
Cardiac Cardiac Pe-diatric __ ___

Trans-esophageal (card.)_____

Other (spec.)-

Periperal Peripheral vessel _____

Vessel Other spec. ______

F r ddedundr Appendix E
*Combination of each operating mode, 13, M, PWD, CWD and Color Doppler.

**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdomicinal organs and structures

(including amniocentesis).

S~ubscript "b: Includes imaging of organs and structures exposed durn ugr

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes tyod patyribescoum pnis and imaging for guidance of biopsy.

Subscript -e': In-cludes imaging for guidance of transretabipy

Subscript 'T': Includes imaging for guidance of transaia ipy

Subscript "g": For pediatric patients.

Division of Reproduc ye boInl4AL
and Radiological Devices

510(k) N umlber: k § C 5

~Prescription 'Use/



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-C314G

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of 0p eration

General Specif~~ic B MlW W obr Cobined* Other**

(Track I only) (Tracks I & [I)- MDoper C((Spec.) (Spec.)

Ophthalmic Ophithalmic _____

FetalImaging Adlt Cephali

Cardiac CadiacPeiatc E E__ E -

SalOther s ~pe. ffd___KJ-____

PeriperalNeriheatl vesseli

Vesselr OThra spc;a_____

**ArnlituderDopper, HarmonicIagigad3DIaig

Additonal ommenskeCovn

(incr.ludingamicnes)

Cardia (exCluding neuiarosreyadiprscpcpoeue)

Subscript ugndeFr Apendiati pte ns

Subscript "h": Includes imaging for guidance of terarcutaleu biopsy.o boia rasadsrcue

!Tuscip "b' ncuds i ngoConrrenceo CndRH Offictue exofsevic Eauation (ODge)y

kexcluIiviio olRparoductiveroAbdominals.

ad radolgcal Deicesy

510(k) Nurnber _ _ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM

System: EUB-6500
Transducer: EUP-C51 1

intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows-

General Specific B M 1'WD CWD Color Combine* Other*

(Track I only) (Tak l)Doppler (Spec.) (Spec.)

Ophthalmic Ophtamc______
FetaF F -FFF

Abdominal ~Ea a Fa ta Fa

Intra-operativ pc
Intra-operativ .er.

La~paroscopic.
Pediatric E F FF

Small Organ (Spec.
Neonatal Cephalic

Fetal Imaging Adult Cep~halic.
& Other Trans-rectal

Trans-va a
Trn-rthral

Transphno-ad
Musculose.Cnet
MusculoklSuefc
Intra-luminal

Cardiac Adult F E

Cardiac Cardiac Pediatric E E E E F

Trans-esophageal Tcard._

Peripheral Peripheral vessel E EE

Vessel Otespc ______

F -=Added under Appendix E
*Coinbination of each operating mode, B, M, PWD, CWD and Color Doppler.

**Ainplitude Doppler, Harmonic Imaging.

Additional Comments:

Subscript "a: Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(ncludfing amn-ioc-en-tesis).

Subcrit '': Includes imaging of organs and srcue exposed during surgery

Subscriptc' Icuethriprhyodbratscouen.

Subscript d Icue hriprtyod rat scrotum, penis and imaging for guidne fbipy

Subscript e:Icue mgn o udneo rnrca ipy

Subscript ':Icue mgn o udneo rnvginal bipsy.

Subscript g' Fopeitcpatients.

Subcit 'Icue mgn o udne of transrectal bopsy.

(PLEASE DO NOT WRIE BLWT-SLN-OTNEO NTE AEIKEDD

Concurrence of CDRH1, Office of Device Evaluation (ODE)

Division ofRpdu eAbmial N

and Radiological Devices

510(k) Numnber _ _ _ _ _ _ __ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-C516

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**

(Track I only) (Tracks I & 111) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic- - - -

Fetal E E E ___ E E E

Abdlomina~l L E a Ea La La La

Intra-op~erat~ive (pec)
Intra-operative (Neuro)
Laparoscopic- -

Pediatric E E EE E E

Small Organ (Spec.) Ed E Ed Ed Ed Ed

NeonatalCpai __

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal ___ ______ ______

Trans-vaginal _____

Trans-urethral
Trans-esoh (non-Card.) __ __ __

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.) ___ ______

Intra-duminal ______

Other (spec.) ______

Cardiac Adult

Cardiac Cardiac Pediatric ______

Trans-esophageat (card.) _____

Other s pec. _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel O~ther (spec.) ____ __ _______

ErAdded under Appendix E
*Combination of each operating mode, B, M, PWL), CWD and Color Doppler.

*Ainplituide Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes iangfr guidance of percutaneous biopsy of abdominal organs and structures

(including amnontei)
Subscript "b': Includes imaging oforgans and structures exposed during surgery

(exluding neurosurgery and laparoscopic procedures).

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d: Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript 'e': Includes imaging for guidance of transrectal biopsy.

Subscript "p': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
-Subscript 'h': Includes imaging for guidance of transrectal biopsy.

(PLASEDO OT RIE BLOWTHI LNE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CI)RH, OfcofDveEvaluation (ODE)

- )- O f' 4 _i
'(vision g-

Division of Reproductive, Abdominal, -ENT
,and Radiological Devices

510(k) Number: _ _ _ _ _ _ _ _ _ _ _ _

~;6



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-C524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic- - - - E

Fetal E F E EF

Abdominal E F F E

Intra-operative (Spec.)
Intra-operative (Neuro.)
Laparoscopic
Pediatric E F FE __ E E E

Small OraESe. F E E E E

Neonatal Cephalic __

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal ___________

Trans-vaginal ________

Trans-urethral ____

Trans-esp nnCr. _____

Musculo-skel. (Convent.) __ ______ ___

Musculo-skel. (Superfic.) __ ___

Intra-luminal __

Other (spec.) ______ ______

Cardiac Adult
Cardiac Cardiac Pediatric _____

Trans-espael(ad __

Other (pc)______
Peripheral Peripheral vessel __ ___

Vessel Other (spec.)______

E = Added under Appendix F
*Comlbination of each operating mode, B, M, PWD, CWI) and Color Doppler.

**Aimplitude Doppler, Harmonic Imaging and 31) Imaging.

Additional Comments:
Subscript 'a': Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b'2 Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).

Subscript "c2 Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Susrpt: 'e:'2 Includes imaging for guidance of transrectal biopsy.
Subscript f: Icudes imaging for guidance of transvaginal biopsy.
Subscript 'g" For pediatric patients.
Subscript 'h": Includes imaging for guidance of transrectal bopsy.

(PLEASE DO NOT'WRIfTE BELOW THISItNE-CONTIINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division o ~poutvboi~l ~t
and Radiological Devices

5 10(k) Numiber , 0 3 5



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
system: EUB-6500
Transducer: EUP-C532

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B M IPWD CWD Color, Combined* Other**

-(Track I only) (T racks I & III) - - - - Doppler (Spec. (Spec.)

Ophthalmic Ophthalmic-
Fetal
Abdo~mial Ea -Ea -Ea Ea Ea Ea
Intra-operative (Spec.) Eb Eb Eb __ Ebi El) El)

Intra-operative (Neuro. _______

Laparoscopic ___

Pediatric E E E E E E

Small Organ (Spec.) -Ed -Ed -Ed Ed Ed Ed

Neonatal Cephalic E F F E E E

Fetal Imaging Adult Cephalic- -

& Other Trans-rectal
Trans-vaginal- - - _____

Trans-urethral _____

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.) ______

Musculo-skel. (Superfic.) _______ ___

Intra-luminal
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (card.)

O ther sp c _ _ _ _ _ _ _ _ _ _ _ _

Peripheral P1eripheral vessel E E

Vessel Ot-he-r (s~pec)_ _ _ __ _ _ _ _ __ _ _ _ __ _ _ _

E Added under Appendix E
*Combination of each operating mode, 13, M, PWD, CWI) and Color Doppler.
*"Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Inclurdes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

-Subscript "b': Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subscript 'c': Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d: Includes thyroid, parathyrod breastscotm, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidac oftransecalbiopsy.
Subscriptvf: Includes imaging for guidance of transvaginal biopsy.

Subscript "g": For pediatric patients.
Subscript "h': Includes imaging for guidance of transrectal bopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Dvson r-O

lDivision of Rleproductiv Aboinnal, HIWr2
and Radiological Devices

5 1(k) Number: teV651SA.YY



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-CC531

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation

General Specific B M PWD CWD Color Combined* Other**

(track I only) ('Tracks I & IlI) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic
Petal E E E E E E

Abdominal
Intra-operative (Spec.)
[ntra-operative (Neuro.)
Laparoscopic
Pediatric
Small Organ (Spec.)
Neonatal Cephalic

Fetal Imaging Adult Cephalic
& Other Trans-rectal Ee Ee Fe Ee Ee

Trans-vaginal Ef Ef Ef Ef Ef Ef
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (card.)
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

E = Added under Appendix E
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "T': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE, DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

,(Division 1g-f)(
l)ivision of Rero duc tie , Ab dominal,>

and Radiological Devices

51(k) Number'/



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System ~ EUB-6500
Transducer: EUP-CV524

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as folWs:

Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined t Other**

(Track I only) (Tracks I & LII) Doppler (Spec.) (Spec-)

OphthlmicOphthalmic- - - -

Fetal N N N N N N N

Abdomina N N N N N N

Intra-opate(Se) ___

Intra-opeaie(er. _________

Laparoscopi c
Pediatric N N N N N NN

Small Organ (Spec).) N N N N N N N

Neonatal Cephalic
Fetal Imaging Adult Cephalic- -

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoh. (non-ard.
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.) ____________

Cardiac Adult _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac Pediatric _____

Trans-esophageal (card.) _____

Other (spec.) _ _____

Peripheral Peripheral vessel
Vessel Other (spec. _______

N =new indication.
*Combination of each operating mode, B, M, PWD, CWD and Color IDoppler.

**Amplitude Doppler, Harmonic Imaging and 3D Imaging.

Additional Comienets:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Inldes imaging of organs and structures exposed during surgery

(xluding neurosurgery and laparoscopic procedures).
Subscript "c" Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript 'd': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript 'e': Includes imaging for guidance of transrectal biopsy.

Subscript fT: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript 'h": Includes imaging for guidance of transrectal biopsy.

Concurrence of CIDER, Office of Dcvice Evaluation (ODE)

Divisio)ivpsoducignAofia)

anod Radiological Devices

510o(k) Number: _ _ __ _ _ _ _ __ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-F334

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation

General Specific B M PWD CWD Color Comnbined* Other**

(TIrack I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthlmic Ophthalmic _____

Fetal _ _ _ _

Abdominal
Itoperative (Spec.) EJ EJEbEb Eb

Intra-operative (Neuro.) ____

Laparosoc BB

Small Organ (Spec.) Ec- Bc -Ec E__ cE C

Neonatal Cephalic E B B BE E

Fetal Imaging Adult Cephalic _____ ___

& Other Trans-rectal E E E E__ B

Trans-vaginal B B E B E

Trans-urethral
Trans-esoph. (noin-Card.)
Musculo-skel1. (Convent.)
Musculo-skel. (Superfic.) - - -

Intra-luminal
Other (spec.) ______

Cardiac Adult _____

Cardiac Cardiac Pediatric
Trans-esophageal (card) L - -

Other (spec.) _ _____

Peripheral Peripheral vessel B BE
Vessel Other (spec.) ______

7-Added under Appendix £
*Coinbination of each operating mode, B, M, PWD, CWD and Color Doppler.

**Ainplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Sbscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and Laparoscopic procedures)

Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript 'd': Includes thyroid, parathyroid, breast, scrotum, penis and imaging fr guiane f iopsy.

Subscript 'e": Includes imaging for guidance of trarsrectal biopsy.

Subsrp "I: Includes imaging for guidance of transvaginal biopsy.

Subscript g' o ediatric patients.
Subscript "h'2 Includes imaging for guidance of transrecta bopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproducti ,Abdorminal ENi'P
and Radiological Devices

5 10(k) Number:_ _ _ _ _ _ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-L34T

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Modke of Operation _____

General Specific B M PWD CWD Color Combined* Other**

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic _____

Fetal t_ _ _ _

Abdominal Ea Ea E a Ea Ea-

Intra-operative (Spec.)
Intra-oiperative (Neuro)______

Laparoscopic- - -EEE

Pediatric E E EEEE
Small Organ (Spec.) Ed Ed Ed Ed Ed Ed

Neonatal Cephalic- -

Fetal Imaging Adult Cephalic
& Other Trans-rectal ______

Trans-vaginal __ - -

Trans-urethral
Trans-esoh nnCr. __

Musculo-skel. (Convent.) E _E E E E E

Musculo-skel. (Superfic. E E E __ E E E

Intra-luminal
Other (Spec.) ______

Cardiac Adult
Cardiac Cardiac Pediatric ___________

Trans-esophageal (card.) __ ___

Other spec. ______

Peripheral Peripheral vessel E EB -BB

Vessel Other (spec.) ______

7 -Added un-der Appendix E
*Combination of each operating mode, B, M, PWI), CWD and Color Doppler.

**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdlominal organs and structures

(including amniocentesis).

Subscript 'b" Includes imaging of organs and structures exposed during surgery

(exclud ing neurosurgery and laparocpcpoeue)

Suscript c' Inldes thyroid, parathyroid ,breast, scrotum, penis.
Sbscript rd: Incldes thyroid, parathyroid, breast, scrotum, penis n imaging forgudneobipy

Subscript "e': Includes imaging for guidance of transrectal biopsy.

Subscript 'T': Includes imaging for guidance of transvaginal biopsy.

Subscript "g't For pediatric patients.
Subscript 'h': Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THI IECNIU ON ANOTHER PAGE IF NEEDED)

Concurrence of CDH Ofieo eieEaluation (ODE)

iDivision of Rlcproduct e,Abdom2na1, EN'Rft,
and Radiological l.evices

510(k) Number: Z6:3_______________



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUPL152

Intended use: Diagnostic ultrasound imagig or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M IPWD CWD Color Combined* Other**
(Track I only) (Tracks I & Ill) Doppler (Spec.) (Spec.)
Ophthalmic Ophthalmic ______ ____________

Fetal
Abdominal Ea Ea Ea Ea Ea Ea
Intra-operative (Spec.)
Intra-operative (Neuro.) ______

Laparoscopic ______

Pediatric E E E E E E
Small Organ (Spec.) Ed Ed Ed Ed Ed Ed
Neonatal Cephalic

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal ___________

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (C-onve~nt.) E E IB E E E
Musculo-skel. (Superfic-) __________

Intra-luminal __

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric __ ______________

Trans-esophageal (card.) ___ ________

Other (spec.)_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel B E ___

Vessel Other (Spec.) ______ ____ __ _______

E - Added under Appendix E
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript 'a': Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amrniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(-ex-cluding neurosurgery and laparoscopic procedures).
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript Tf": Includes imaging for guidance of transvaginal biopsy.
Subscript "g': For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTH ER PAGE IF NEEDED)
Concurrence of CDRH-, Office of Device Evaluation (ODE)

Qvision nO
Division of Reproductive Abdoinal, E.N~FP

and Radiological Devices

510(k) Numnber _ _ _ _ _ __ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
system: EUB-6500
Transducer: EUP-L53

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
_(Track I only) ('Tracks I & LII) Doppler (Spec..) (Spec.)

Ophthalmic Ophthalmic _____ _____ _____

Fetal
Abdominal Ea Ea Ea __ Ea Ea Ea
Tntra-operative (Spec.-7_________
Intra-operative (Neuro.) __ ___

Laparoscopic
Pediatric E E E ___ E E E

Small Organ (Spec.) Ed Ed Ed __ Ed Ed Ed
Neonatal Cephalic __ ______

Fetal Imaging Adult Cephalic ________

& Other Trans-rectal ___ ___ ______

Trans-vaginal _____

Trans-urethral
Trans-esp.(on-Card. -_____

Musculo-skel. (Convet. E E E E E E
Musculo-skel. (Superfic.) E E E E E B
Intra-luminal
Other (spec.) ______ ______

Cardiac Adult _____ ______

Cardiac Cardiac Pediatric __ ______________

Trans-esophageal (c~ard)
O ther (spec.) _ _ _ _ _ _ _ _______ _______

Peripheral Peripheral vessel FE ___

Vessel O0ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

E Added under Appendix E
*Combination of each operating mode, 13, M, PWD, CWD and Color Doppler.
**Aimplitude Doppler, Harmonic Imaging and 3D Imaging.

Additional Comments:
Subscript '-a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b': Includes imaging of organs and structures exposed during surgery

(xluding neurosurgery and laparoscopic procedures)
Subscript 'ct: Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript 'T": Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division 5S n-Off
Division of Reproductiv , Abdominal ,

and Radiological Devices

5)10(k) Numbe r______~2___



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
system: EUB-6500
Transducer: EUP-L,53L,

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific 13 M PWD CWD Color Combined* Other**

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthalmic Ophtha~mlmc - -

Fetal
Abdominal E E E E E E

Intra-operative (Spec.) ___

Intra-operative (Neuro.)
Laparoscopic -

Pediatric E E E E E E
Small Orgn (Spec.) Ec Ec ECE E EC

Neonatal Cephatic ________

Fetal Imaging Adult Cephalic- -

& Other Trans-rectal
Trans-vaginal __

Trans-urethral
Trans-esp.(onCr.
Musculo-skel. (Convent. E I E E E E

Musculo-kl (uefi. E E E F F F

Intra-luminal
Other (spec.) _ _____

Cardiac Adult _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac Pediatric _____

Trans-espael(ad
Other (spec.) _ _____

Peripheral Peripheral vessel F E EI - F E

Vessel Other (spec.) ______

E = Added under Appendix E
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Ainplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a': Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript %b": Includes imaging of organs and structures expos8ed during surgery

-(excluding neurosurgery and laparoscopic procedures)

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript 'd': Includes thyroid, parathyroid, breast, crtmi penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of trangrcalbopsy.

Subscript "r: Includes imaging for guidance of transvaginal biopsy.

Subscript 'g": For pediatric patients.
-Subscript "h': Includes imaging for guidance of transrectal bopsy.

(PLEASE D)0 NOT WRITE BELOW THIS LINE-CONTrINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division g-f
lDivision of Reproduct i e, Abdominal,BNf

and Radiological Devices

5 1 0(k) Nu mber:_________



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-L65

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B MI IPWD CWD Color Combined* Other**

(Track I only) (Tracks I & III) Doppler (Spc.) (Spec.)

Ophthalmic Ophthalmic ___________

Petal _ _ _ _ _ _

Abdominal E E E E__ F
Intra-operative (Spec.)- - -

Intra-operative (Neuro.) ______

Laparoscopic
Pediatric E E E F E F
SmaUl Organ (Spec.) Ec Ec Ec Ec Ec Ec

Neonatal Cephalic
Fetal Imaging Adult Cephalic

& Other Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)

Musculo-skel. (Covent. E E F F E

Musculo-skel. (Superfic.) E E E __ E E E

Intra-luminal _____

Other (spec.) ______

Cardiac Adult _____ ______

Cardiac Cardiac Pediatric _____________

Trans-esophageal (card.) ________

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel E F E
Vessel Other (spec.) ______ ____ __ _______

F = Added under Appendix F
*Combination of each operating mode, B, M, PWD, CWI) and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript 'a': Includes imaging fo gudance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Subscript "b': Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedures).

Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript 'ct: Includes imaging for guidance of transrectal biopsy.
Subscript "fT: Includes imaging for guidance of transvaginal biopsy.
Subscript "g"t For pediatric patients.
Subscript "h't Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Reproduc OeAbdominal, EN?
and Radiological Devices

510(k) Number: A '6 d 5



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-053T

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Trracks I & III) Doppler (Spec. (Spec.)

O(p -hthalmic Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fectal _ _ _ _ _ _ _ _ _ _ _ _

Abdominal _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-operative (Spec.) Eb Eb E __ Eb Eb Eb
Intra-operative (Neuro.) ______

Laparoscopic
Pediatric
Small Organ (Spec.) __ ___________

Neonatal Cephalic __ ___ - -

Fetal Imaging Adult Cephalic _____

& Other Trans-rectal
Trans-vaginal- -

Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Intra-luminal ______

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac Pediatric
Trans-esophageal (card.) ___ ______ ______

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel __ ______ ___

Vessel Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

F=Added under Appendix E
*Combinatioll of each operating mode, B, M, PWD, CWD and Color Doppler.
**Ainplitude Doppler, Harmonic Imaging,

Additional Comments:
Subscript "a": Includes imaging fo gudance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript 'b': Includes imaging of organs and structures exposed duig surgery

(excluding neurosurgery and Iaaocpi rcdres)
Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript 'd': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript fT: Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript 'h": Includes imaging for guidance of transrectal biopsy.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH-, Office of Device Evalua~ion (ODE)

Division of Reproductive, Abdominal, E+xft-
and Radiological Devices(

310(k) Nu mber ,":5 $ 5



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUJP-R54A-19

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Opthalmic Ophthalmic -

Fetal _ _ _ _ _ _ _ _ _ _

Abdomina~l~
Intra-oprtv(Se)___
Intra-operative (Neuro.) ___________

Laparoscopic
Pediatric ______

Small Organ (Spec.) - - -

Neonatal Cephalic __

Fetal Imaging Adult Cephalic
& Other Trans-rectal E E E E E E

Trans-vaginal - - -____

Trans-urethral _____

Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.) - - - -______

Intra-luminal
Other (Spec.)- - - -

Cardiac Adult __________

Cardiac Cardiac Pediatric ______________

Trans-esophageal (card.) __

Other (spec.)T_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral P01eripheral vessel
V ssel Other (spec.)_ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _

E = Added under Appendix E
*Colmbination of each operating mode, B, M, PWI), CWIJ and Color Doppler.
**Amnplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript 'a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b": Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).

Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript `d"; Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript 'T': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h': Includeos iang for guidance of transrecta bipy.

(PLESE DNOTWRIT E BELOW'HIS LIN E-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Rerou ieAbo i Fal,4SN'
and Radiological Devices

510(k) Number: __e_z_______I ___



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-R54A-33

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**
(Track I only) (Tracks I & LII) [)oppler (Spec.) (Spec.)

Ophthalmic Ophthalmic ___________

Fetal
Abdominal
Intra-operative (Spec.)
Intra-opraiv Neura.
Laparoscopic
Pediatric
Small Organ (Spec.) _____

Neonatal Cephalic _____

Fetal Imaging Adult Cephalic
& Other Trans-rectal E E E E E E

Trans-vaginal _____

Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)_ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _

Musculo-skel. (Superfic.) ___ ___ ___ ___ _____ ______

Intra-luminal
Other (spec.)- - -

Cardiac Adult
Cardiac Cardiac Pediatric __ ______________

Trans-esophageal (card.) __

Other (spec. _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel O0th~er (p c)_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

E = Added under Appendix E
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript 'a': Includes imgn'or guidance of percutaneous biopsy of abdominal organs and structures

(including mnoentei)
Subscript "b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoscopic procedures).
-Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.
Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.
Subscript "e': Includes imaging for guidance of transrectal biopsy.
Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients-
Subscript 'h': Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRILI Office of Device Evaluation (ODE)

4 Dvsi Sigh-Of4la
Division of RerdVive, Abdominal.,N~

and Radiological Devices

510(k) Numbrnbi: _ _ _ _ _ _ _ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-R54AW- 19

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as fol lows:

Clinical Application Mode of Operation ______

General Specific B M PWD CWD Color Combined* Other**

(Track I only) (Tracks I & 111) Doppler (Spec., (Spec.)

Ophthalmic Ophthalmi-c ______

Fetal
Abdominal
Intra-operative (Spec.) __ ___

Intrai-operative (Neuroi
Laparosco-pic- -

Pediatric ________

Small Organ (Spec.)- - -

Neonatal Cephalic _____

Fetal Imaging Adult Cephalic
& Other Trans-rectal E E F E E E

Transv-ag-inal- - -

Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skel. (Convent.)
Muscu!loskel. (Superfic.) ___

Lntra-luminal
Other (spec.) ____________

Cardiac Adult _________

Cardiac Cardiac Pediatric
Trans-esophageal (card.) _____

,Other (spedc_______

Peripheral Peripheral vessel
Vessel Other (spec.)- - - -

E = Added under Appendix E
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.

**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b': Includes imaging of organs and structures exposed during surgery

(eclding neurosurgery and laparoscopic procedures).

Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.

Subsrp "d:Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Incldsiaigfrgiace of transrectal biopsy.

Subscript CT: Includes imaging for guidance of transvaginal biopsy-

Subscript "g': For pediatric patients.

Subscript 'h': Includes imagng for guidance of transrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division in
1)ivision of Reproducti cAbdominal, 9NT-1-

and Radiological IDevices -
510(k) Numler: k ? ? S



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-1R54AW-33

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation _____

General Specific B M JPWD CWD Color Combined* Othcr**

(Track I only) (Tracks I & III) Doppler (Spec..) (Spec.)

O7phthalmic Ophthalmic _____

Fetal
Abdominal~
Intra-operative (Spec.) ___ ____

Intra-operative (Neuro.) ____________

Laparoscopic-
Pediatric
Small Organ (Spec.)- -

Neonatal Cephalic

Fetal Imaging Adult Cephalic- - -EE _____

& Other Trans-rectal E E E E E

Trans-vaginal- -

Trans-urethral
Trans-esoph nnCr.

Musculo-skel. (Convent.) ___ ______

Musculo-skel. (Superfic.) - -___

Intra-luminal
Other (spec.) ______

Cardiac Adult
Cardiac Cardiac Pediatric ___________

Trans-espael(card.) ________

O0ther (se. ____ __

Peripheral IPeripheral vessel __ ___

Vessel O0ther (spec.) ______

E'~Added under Appendix I?
*CCombination of each operating mode, [3, M, PWD, CWD and Color Doppler.

**Axmplitude Doppler, Ilarmoni Imaging.

Additional Comments:
Subscript "a": Inicludes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

S~ubscript "b': Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedue)

Subscript c'e Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d': Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidance of transrectal biopsy.

Subscript 'T": Includes imaging for guidance of transvaginal biopsy.

Subscript "g:For Pediatric patients.
Subscript h:g" Includes imaging for guidanc of transrectal bopsy.

(PLEASE DO NOT WARITE BELOW THIS LINE-CONTIN UE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (Ol)E)

Division of IReproducti , Abdomnl NI
and Radiological Devices

510(k) Number _ _ _ _ _ _ __ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-S50

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application MOde of Operatio _____

General Specific B M PW WD Color Combined* Other**

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic _____

Fetal E E E E E F E

Abdominnal L a Ea Ea a Ea Ea Ea

Intra-operative (Spec.)
Intra-op~erative (Neuro.)___
Laparoscopic- - - -

Pediatric E E E _E F E F

Small Or an Sec) -

Neonatal Cephalic- -

Fetal Imaging Adult CepalcE E E F E E E

& Other Trans-rectal ____

Trans-vLagial-_
Trans-urethral
Trans-esoph. (non-C-ard. T
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.) - - -

Intra-luminal
Other spec. - -

Cardiac Adult E F L E

Cardiac Cardiac Pediatric B B E BE E

Trans-esophageal (card.) _____

O~ther (spec.) _ _____

Peripheral P1eripheral vessel F B B I F -----

Vessel Other (spec.) -

7 Added under Appendix F
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.

**Ainplitude Doppler, Harmonic Imaging.

Additional Comments:

Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(includin micnei)

Subscript b: Inldes imaging of organs an srcue exposed during surgery

(excludin neurosurgery and lapaocpcpoeue)

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subsrip 'd Incude throid paathroi, breast, scrotum, penisan iangfrudance of biopsy.

Subsript'&2Incldesimagng or gidace of transrectal biopsy.

Subsrip "f Incude imgingforguianceof ranvaginal biopsy.

Subsrip "h: Icluds iagi fo guianc oftrasrectal biopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Sign-Of

Division o.f Reprdu c~veAbdon!`alE-N't
and Radiological Devices

1 0(k) Numnber:_ _ _ _ _ _ _ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-S5OA

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B M IPWD CWD Color, Combined* Other**

(Track I only) (Tracks I & LII) Doppler (Spec.) (Spec.)

Op-hthalmic O p-hthalmic I-

Fetal E E E E E E E

Abdominal B E E E E E B

Intra-operative (Spec.) - - -

Intrat-operative (Neuro.) ___

Laparoscopic -

Pediatric B E E E E B E

Small Organ (Spec.)
Neonatal Cephalic

Fetal Imaging Adult Cephalic E E E B E E E

& Other Trans-rectal __ ___________

Trans-vaginal
Trans-urethral
Trans-soh(nnCr. __ _____ ___

Musculo-skel. (Convent.)
MuscuLo.skel.(Supe~rfic.) __ ___

Intra-luminal
Other (spec.) ____________

Cardiac Adult E E E E E B

Cardiac Cardiac Pediatric E E E E E E E

Trans-esophageal (card.) ____________

Other (Spec.)- -

Periphra Peripheral vessel E E F, B B B E

Vesel Other (spec.) ______

E Added under Appendix E
*Combination of each operating mode, B, M, P1WD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript "a": Includes imaging fo gudac of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).

Subscript 'b": Includes imaging of organs and structures exposed during surgery
(excluding neurosurgery and laparoscopic procedues).

Subscript 'c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

-Subscript 'e": Includes imaging for guidance of transrectal biopsy.

Subscript "f': Includes imaging for guidance of transvaginal biopsy.
Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal biopsy

Concurrence of CDRI1, Office of Device Evaluation (ODE)

(Divisjo Sgn-Of
Division of Reproduc Ie Abdominal, E~

and Radiological Devices

510(k) Number _ _ _ _ _ _ _ _ _ _ _



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: EUP-S52

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation ______

General Specific B M 1PWD CWD Color Combined* Other**

-(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthalmic Ophthalmic _____

Fetal _ _ _ _ _

Abdominual~
Intra-oprte(Se. - - - -

Intra-operative (Neuro.) ___________

Laparoscopic __ ___

Pediatric E E E E E E

Small Organ (Spec.) E~c Ec Ec Ec BE Ec EC

Neonatal Cephalic- -

Fetal Imaging Adult Cephalic __

& Other Trans-rectal
Trans-vaginal _____

Trans-urethral ____

Trans-esoph. (nion-Card.) ________

Musculo-skel. (Convent.) _____

Musculo-skel. (Superfic.) __ ___

Intra-luminal
Other (spec.ed_____ ______

Cardiac Adult
Cardiac Cardiac Pediatric E B F E

Trans-esophageal (card.)
O0 ther (s e . _ _ _ _ _ _ _ _ _ _ _ _

Peripheral peripheral vessel
Vessel Other (spec.) ______

FrAdded under Appendix B
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
Subscript 'a': Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(inldnganoenei)
Subscript 'b': Includes imaging of organs and structures exposed during surgery

(-e-xcluding neurosurgery and laparoscopic procedures).

Subscript "c": Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript 'd": Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e": Includes imaging for guidance of transrectal biopsy.
Subscript "T': Includes imaging for guidance of transvaginal biopsy.

-Subscript "g": For pediatric patients.
Subscript "h": Includes imaging for guidance of transrectal bopsy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Rcproducov~e, Abdom~tai, HNtP,
and Radiological Devices

510(k) Number:_________



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: EUB-6500
Transducer: Fujinon SP711

Intended use2 Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:

Clinical Application Mode of Operation _____

General Specific B M PWD CWD Color Combined* Other**

(Track I only) (Tracks I & Ill) Doppler (Spec.) (Spec.)

Opthalmic Ophthalmic _____

Fetal
Abdomr~inal~
Intra-operative (Spec.) - - -

Intra-operative (Neuro.) ___________

Laparoiscopic __ ___

Pediatric _ _ _ _ _ _ _ _ _ _ _ _

Small Organ (Spec.) ________

Neonatal Cephalic ______ __

Fetal Imaging Adult Cephalic- - __

& Other Trans-rectal _____

Trans-vaginal __ _____

Trans-urethral
Trans-eso. (on-Card.)

Musculoskl.Covet
Musculo-skel. (Supe-rf'ic-)
Intra-luminal E
Other (spec. _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (card.)
O ther (,spec. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel O0ther (spec.) ______ ____ __ _______

E = Added under Appendix E
*Combination of each operating mode, B, M, PWD, CWD and Color Doppler.
**Amplitude Doppler, Harmonic Imaging.

Additional Comments:
-Subscript "at: Include imgn o udnce of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript "b': Includes imaging of organs and structures expose during surgery

(exclding neurosurgery and laparoscopic procedurS).

Subscript "c': Includes thyroid, parathyroid, breast, scrotum, penis.

Subscript "d'2 Includes thyroid, parathyroid, breast, scrotum, penis and imaging for guidance of biopsy.

Subscript "e" Includes imaging for guidance of transrectal biopsy.
Subscript V'P Includes imaging for guidance of transvaginal biopsy-
Subscript "g't For pediatric patients.
Subscript 'h't Includes imaging for guidance of transrectal biopsy.

Concurrence of CDRH, Off-ice of Device Evaluation (ODE)

Sign-Of
Division of Rcprod fveAdo nal, EN+qt

and Radiological Devices

510(k) Number: U I & S


